United States Patent and Trademark Office 



UNITED STATES DEPARTMENT OF COMMERCE 
I nilid Stall-, Patent and Trademark Office 

Address: COMMISSIONER FOR PATENTS 



APPLICATION NO. | FILING DATE |j HRST NAMED INVENTOR | ATTORNEY DOCKET NO. | CONFIRMATION NO. 

10/595,934 08/11/2006 Mladen Mercep 03 81 8/02044 17-USO 9188 



7278 7590 12/15/2009 

DARBY & DARBY P.C. 
P.O. BOX 770 
Church Street Station 
New York, NY 10008-0770 



EXAMINER 
LEWIS, AMY A 



ART UNIT PAPER NUMBER 



MAIL DATE | DELIVERY MODE 

12/15/2009 PAPER 



Please find below and/or attached an Office communication concerning this application or proceeding. 



The time period for reply, if any, is set in the attached communication. 



PTOL-90A (Rev. 04/07) 



l/ffflrC? nVrliUli Otfff Iff ids y 


Application No. 

10/595,934 


Applicant(s) 

MERCEP ET AL. 


Examiner 

Amy A. Lewis 


Art Unit 

1614 





- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 17 July 2009 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1-15 is/are pending in the application. 

4a) Of the above claim(s) 1± is/are withdrawn from consideration. 
Claim(s) is/are allowed. 

6) |EI Claim(s) 1-10 and 12-15 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)E| All b)D Some * c)D None of: 

1 Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attach ment(s) 

1) ^| Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 
Paper No(s)/Mail Date 10/20/06 & 7/17/09 . 6) □ Other: . 
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DETAILED ACTION 

Election/Restrictions 

Applicant's election of the species 

- . [2-(11^hioro-1H-fi-oxa-1,2- 

(hereafter referred to as the elected species) , and depression, in the reply filed on 7/17/09 is 
acknowledged. Because applicant did not distinctly and specifically point out the supposed errors in the 
restriction requirement, the election has been treated as an election without traverse (MPEP 
§ 818.03(a)). 

Claim 1 1 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b), as being drawn 
to nonelected subject matter, there being no allowable generic or linking claim. 

Claims 1-10 and 12-15 are currently examined with a priority date of 1 1/21/2003 to Croatia 
P20030956A. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. A nonstatutory obviousness-type double patenting rejection is appropriate where the 
conflicting claims are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated by, or would 
have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 F.3d 1428, 46 USPQ2d 1226 
(Fed. Cir. 1998); In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 
887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In 
re Vogel, All F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) may be used 
to overcome an actual or provisional rejection based on a nonstatutory double patenting ground provided 
the conflicting application or patent either is shown to be commonly owned with this application, or 
claims an invention made as a result of activities undertaken within the scope of a joint research 
agreement. 

Effective January 1 , 1 994, a registered attorney or agent of record may sign a terminal disclaimer. 
A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 
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Claims 1-10 and 12-15 are provisionally rejected on the ground of nonstatutory obviousness-type 
double patenting as being unpatentable over claims 1-15 of copending Application No. 10/595938. 
Although the conflicting claims are not identical, they are not patentably distinct from each other because 
both claim method of treating disorders of the CNS with the same compounds (see claim 1 5 with the 
same recited species as the instantly examined application). 

This is a provisional obviousness-type double patenting rejection because the conflicting claims 
have not in fact been patented. 

Claim Rejections - 35 USC§ 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Written Description and Scope of Enablement regarding solvates: 

Claims 1-11 and 12-15 are rejected under 35 U.S.C. 1 12, first paragraph, because the 
specification, while being enabling for a compound of fonnula (IA or IB) of the elected species or salts 
thereof does not reasonably provide enablement for a solvate of a compound of formula (IA or IB). The 
specification does not provide sufficient guidance nor does it enable any person skilled in the art to which 
it pertains, or with which it is most nearly connected, to make the invention commensurate in scope with 
these claims. 

Claim(s) 1-11 and 12-15 is(are) rejected under 35 U.S.C. § 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. 
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The specification discloses chemicals, such as the elected species, which meet the written 

description and enablement provisions of 35 USC 112, first paragraph. However, claim(s) 1-11 and 12- 

1 5 is(are) directed to solvates thereof, which only correspond in some undefined way to specifically 

instantly disclosed chemicals. None of these solvates meet the written description provision of 35 USC § 

1 12, first paragraph, due to lacking chemical structural information for what they are and chemical 

structures are highly variant and encompass a myriad of possibilities. The specification provides 

insufficient written description to support the genus encompassed by the claim. 

Vas-Cath Inc. v. Mahurkar, 19 USPQ2d 1111, makes clear that "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in possession 
of the invention. The invention is, for purposes of the 'written description' inquiry, whatever is now 
claimed." (See page 1117.) The specification does not "clearly allow persons of ordinary skill in the art 
to recognize that [he or she] invented what is claimed." (See Vas-Cath at page 1116.) 

With the exception of the above specifically disclosed chemical structures, the skilled artisan 
cannot envision the detailed chemical structure of the encompassed derivatives, analogs, etc., regardless 
of the complexity or simplicity of the method of isolation. Adequate written description requires more 
than a mere statement that it is part of the invention and reference to a potential method for isolating it. 
The chemical structure itself is required. See Fiers v. Revel, 25 USPQ2d 1601, 1606 (CAFC 1993) and 
Amgen Inc. V. Chugai Pharmacentical Co. Ltd., 18 USPQ2d 1016. In Fiddes v. Baird, 30 USPQ2d 1481, 
1483, claims directed to mammalian FGF's were found unpatentable due to lack of written description for 
the broad class. The specification provided only the bovine sequence.Finally, University of California v. 
Eli Lilly and Co., 43 USPQ2d 1398, 1404, 1405 held that: 

...To fulfill the written description requirement, a patent specification must describe an invention 
and do so in sufficient detail that one skilled in the art can clearly conclude that "the inventor 
invented the claimed invention." Lockwood v. American Airlines, Inc. , 107 F.3d 1565, 1572, 
41 USPQ2d 1961, 1966 (1997); In re Gosteli , 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 
(Fed. Cir. 1989) (" [T]he description must clearly allow persons of ordinary skill in the art to 
recognize that [the inventor] invented what is claimed."). Thus, an applicant complies with the 
written description requirement "by describing the invention, with all its claimed limitations, not 
that which makes it obvious," and by using "such descriptive means as words, structures, figures, 
diagrams, formulas, etc., that set forth the claimed invention." Lockwood , 107 F.3d at 1572, 
41USPQ2datl966. 

Further, solvate and polymorph chemistry is known to be highly complex and unpredictable. 
Solvates and polymorph of a given compound are different chemical materials with different identities 
and characteristics, as can be evidenced by different CAS registry numbers for example. Vippagunta et 
al. states the following regarding the predictability of polymorphs (see p. 1 1): 



Application/Control Number: 10/595,934 
Art Unit: 1614 



Page 5 



bos €sf tlu "m ' ^-miotecalsr wita My 
to i&efy pyrJ«i laode* tor & giv^i 



Therefore, only the above chemically structurally defined chemical(s), i.e. AGY, but not the full 
breadth of the claim(s) including solvates thereof, meet the written description provision of 35 USC § 
1 12, first paragraph. The species specifically disclosed are not representative of the genus because the 
genus is highly variant. Applicant is reminded that Vas-Cath makes clear that the written description 
provision of 35 USC § 1 12 is severable from its enablement provision. (See page 1 1 15.). 



Claim Rejections - 35 USC § 112 

Written Description regarding "neurochemical equilibrium of a biogenic amine or other 
neurotransmitters ": 

Claim(s) 1-11 and 12-15 is(are) rejected under 35 U.S.C. § 1 12, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession of the 
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claimed invention. 

The claims include the limitation where the disorder is "associated with a disorder of 
neurochemical equilibrium of a biogenic amine or other neurotransmitter". Applicant has not sufficiently 
described the relationship or association that the disorder has with "neurochemical equilibrium of a 
biogenic amine or other neurotransmitters". Applicant describes in the specification at [0097-0098] that 
the claimed compounds have effects on selectivity towards the .sigma. 1 receptor and the 5-HT.sub.2A 
and 5-HT.sub.2C serotonin receptors. 

The appearance of indistinct words (here the term "neurochemical equilibrium of a biogenic 
amine or other neurotransmitters") in a specification or a claim, even an original claim, does not 
necessarily satisfy the written description requirement. The disclosure must allow one skilled in the art to 
visualize or recognize the identity of the subject matter purportedly described. Univ. of Rochester v. G.D. 
Searle, 69 USPQ2d 1886, 1892 (CAFC 2004). A description of what a material does, rather than of what 
it is, usually does not suffice to provide an adequate written description of the invention. Univ. of Cal. V. 
Eli Lilly, 119 F.3d 1559, 1568 (Fed. Cir. 1997). Furthermore, to the extent that a functional description 
can meet the requirement for an adequate written description, it can do so only in accordance with PTO 
guidelines stating that the requirement can me met by disclosing "sufficiently detailed, relevant 
identifying characteristics," including "functional characteristics when couples with a known or disclosed 
correlation between function and structure." Univ. of Rochester v. G.D. Searle, 69 USPQ2d 1427, 1432 
(DC WNY 2003). 

The term "neurochemical equilibrium of a biogenic amine or other neurotransmitters" is a term of 
expansive breadth with is inclusive of an immense range and number of potential species and effects. By 
contrast, affinities for serotonin and sigma receptors are disclosed as the only representative members of 
this class "neurochemical equilibrium of a biogenic amine or other neurotransmitters". Since no other 
representative compounds and "associations" are provided, the instant disclosure cannot possible disclose 
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the requisite "known or disclosed correlation between function and structure" for other such 
"neurochemical equilibrium of a biogenic amine or other neurotransmitters". 



Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's disclosure. 
WO 2003099822 teaches the instantly claimed compound for anti-inflammatory and inhibition of 

TNF. 

No claims are allowed. 



Any inquiry concerning this communication or earlier communications from the examiner should 
be directed to Amy A. Lewis whose telephone number is 571-272-9032. The examiner can normally be 
reached on Monday-Friday 9am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Ardin 
Marschel can be reached on 571-272-0718. The fax phone number for the organization where this 
application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO Customer 
Service Representative or access to the automated information system, call 800-786-9199 (IN USA OR 
CANADA) or 57 1 -272- 1 000. 



Amy A. Lewis 



/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 



